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EHDS: placing patients at the center of their health and care

All my 

health data?



Project overview

Objectives
Overall achievements and Impact

Catherine



xShare ñYellowò Button Vision

Click ón share their health data in EEHRxF at click -of -a-button

ƺ Download

ƺ One-time share

ƺ Linked options

Laboratory Report

Hospital Discharge Report

Patient Summary

Imaging Report

ePrescription / Dispense

IPS+ for Research

Care Plans

Community of 
Excellence

Call for early xShare button 
Adopters

Contact xShare: info@xshare-project.eu
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HL7 FHIR IGs overview
work in progress

Global
Standard

European
Standard

European
ñOfficialò

European
X-border

Medical Imaging 
and reports

Hospital  Discharge 
Report

Laboratory 
Results

Patient 
Summary ePrescription

eDispensation



Recipients of the experimental xShare Industry Label 2025

Visit the xShare Dashboard here:

8



With its open calls, 
the xShare Button Movement drives innovation
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https://xshare-project.eu/news/xshare-open-call-2025-call-for-early-adopters-of-the-xshare-yellow-button/
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Vision: Everyone can effortlessly share their health data 

in the European EHRxF  with just a click-of-a-button.

Key Points

1. xShare Button & Label:ser-friendly feature across health portals and apps.

2. Data Portability:Empowering people to exercise GDPR rights, in trust & flow.

3. European Electronic Health Records Exchange Format (EEHRxF) Impact:Fosters citizen 

(and patient) engagement, driving research and innovation in the EHDS.

4. Digital Compass 2030:EU's vision for a human-centred, sustainable digital future.

Benefits

Å Simplifies sharing of trusted health data and fosters citizen science

Å Strengthens digital resilience.

Å Advances global leadership in digital health standards.

The Hub
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Why Join the open call of Early Adopters of the xShare button?

Get ready for EHDS, with HL7 FHIR knowledge
ƺ Implement the Yellow Button
ƺ Test the Yellow Button online or in Person
ƺ Receive the xShare Industry Label

Join EUCROF code of conduct for GDPR
Get support from HL7 FHIR experts
Be recognized for your efforts
Opportunity to be selected for funding

Let's innovate!
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What are the next steps?

Once you apply we reach out for an interview
You start implementation of the selected use cases
We support you with the adoption kit under development
ƺ Specifications 
ƺ Sample data
ƺ Online testing tools
ƺ Community - meetups
ƺ Helpdesk 
ƺ Online videos

Present your solution and be recognized for innovation

Let's innovate!



xShare Open Call

Yoanni Th. Matsakis



Purpose of the Open Call

Practical implementation of business use cases inspired by the

identified BUCs demonstrating the benefits of a wide dissemination

of the EHDS standards (EEHRxF, IPS+).
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Who can apply ?

All affiliated members of EUCROF (therefore service providers for clinical

research or "CRO"), either alone or in consortium with other stakeholders of

clinical research such as hospital sites involved in clinical research or

networks of hospital sites or other academic players, private players

(pharma, biotechs , medtechs ʅ).
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Eligibility criteria

The candidate CRO must be affiliated with EUCROF and engaged in adhering to 
the EUCROF GDPR Code of Conduct for Service Providers in Clinical Research 
(EUCROF GDPR Code or Code) and therefore be listed in the public registry
More about the Code : https://eucrof.eu/gdpr -code -of -conduct/

Public Registry : https://cro.eucrof.eu/eucrof -code -public -registry

The proposed demonstration project must fall within the purpose of the open call: see the 
10 business cases detailed in the appendix I. The proposal shall clearly identify to which 
business case the proposal refers (see also the foot note)

The proposal should include a convincing plan for evaluating how the implementation of 
the EHDS standards will facilitate future scale -up of the business case.

Note: proposals may also refer to other business cases than the ones listed in the appendix and

such a case the proposal shall provide evidence that the BUC fully complies with the purpose
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What are the benefits ?

All successful proposals will get a public exposure, in particular at EUCROF26 

Conference where we intend to disclose the results of the Open Call. 

All proposals could have a "poster" exposed at EUCROF26 and be presented by 
means of short videos in LinkedIn
Exposure through social media and web sites

The proposals with the best rank will get a financial "support" from EUCROF.

Industry xShare label will be awarded to the successful proposals

EHDS readiness for your company

Priority to get the adherence mark to the EUCROF Code of Conduct for Service 

Providers in Clinical Research (approved 12 Sept. 2024 by the 27 EU Member 

States Data Protection Authorities
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Awards and Financing

Platinum Award : 1 (winner)

Gold Award : 2 (winners)

Silver Award : 3 (winners)

Bronze Award : participation to the EUCROF conference with posters and 
dedicated follow -up to adhere to the Code

Results will be announced at the EUCROF26 Conference in Amsterdam (1 -3 
February 2026), during the evening event

A total budget of 120kEUR is positioned to finance the implementation phase 
(post award). A service contract will be signed and the budget allocated 
depending on implementation needs and assessment criteria



Business Use Cases (all "eligible")

Nb Description Scope

1 Patient pre-screening in clinical trial through a SAREC healthcare professional tool Prescreening

2 Patient self-nomination as possibly eligible for a trial Prescreening

3 Protocol feasibility via a repository of IPS+R summaries, e.g. at hospital, regional or national 

level
Feasibility

4 Targeted patient recruitment via a repository of IPS+R summaries, e.g. at hospital, regional or 

national level
Prescreening

5 Clinical Study support ïwhole scenario (side effect reporting) Study support

6 Longitudinal cohort tracking Cohort

7 Clinical Study definition Study support

8 Clinical Study follow-ups Study support

9 Site feasibility guided by xShare Button Feasibility

10 eCRF Filling Process -Support for data collection of a health study  Study support



20

Examples of potential "implementations" (1/2)

Patient Matching Portal for Clinical Studies

A commercial platform connects patients with investigational sites, currently 
hosting 40,000 registered patients.

A planned feature allows patients to upload IPS+ data for automated study 
matching instead of manual questionnaires.

Due to the unavailability of real IPS+ data before project completion, mock 
datasets will be used for testing. 

While innovative, this work has no immediate societal impact but holds potential 
for recognition.
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Examples of potential "implementations" (2/2)

Automating Data Transfer for Patient Registries

A high number of hospitals participate in registries, with physicians requesting 
integration between hospital EHRs and eCRFs to reduce double entries.

A standardized framework has been developed to enable automated data transfer 
from EHRs to eCRFs.

Initial implementation in 20 hospitals with one registry, ensuring scalability.

In his personal space (ePRO or eConsent), the patient can click the xShare button and 
download his IPS+

Future adoption of EEHRxF will further streamline the process.

Over 1,000,000 eCRFs potentially impacted.
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How to apply

For any help and support contact us at info@eucrof.eu

2. Prepare your outline proposal

Review the present guidelines and ensure your project aligns with the objectives.

1. Complete the application form

Express your interest in participating by filling in this form.

3. Submit your application before December 15 th, 2025 

Send the outline proposal at xshare@eucrof.eu

https://docs.google.com/forms/d/e/1FAIpQLSd1E5CI-zCUzVGv7kB5zx0ahnq8D0JxX3V_YKnmmmsvA4C29A/viewform?usp=header


Open Calls - Assessment Framework
Christophe Maes



Assessment and evaluation framework

Application process

Eligibility criteria
Core Impact and Feasibility Criteria

1. Business Use Case Correspondence
2. Patient Impact Potential 
3. Healthcare -Professional Efficiency Gains 
4. xShare ʤěŕƐƐƦȁ <ǩǡǡƦƛʥ pƙǉƐŕƙŕƛǡīǡźƦƛ àǩīƐźǡȇ
5. Solution Quality Management & Maturity
6. Replication Power across Europe 
7. EHDS & EEHRxF Awareness and Adoption
8. EUCROF Code & Data -Protection Compliance
9. Built -In Lessons Learned Process
10. Effectiveness of Business Case Implementation

Usability and accessibility evaluation Criteria



Assessment committee and decision -making 
procedure

Committee
ƺ xShare Scientific Leader: Catherine Chronaki
ƺ Representative of MedCom : Janne Rasmussen
ƺ Representative of xShare WP5 and COSUP vice -chair: Christophe Maes
ƺ Representative of the Pharmaceutical/Biotechnology Sector: Nadir 

Ammour
ƺ Representative of Investors: TBD
ƺ Representative of the Scientific Committee of EUCROF26: TBD

Observer
ƺ EUCROF Observer with no assessment and decision 

rights: Yoanni Matsakis



Assessment committee and decision -making 
procedure

Eligible Criteria
Scoring Scale feasibility and Impact criteria
ƺ Weighting Factors

Decision Thresholds
ƺ Highly Recommended : overall score Ó 80 percent.

ƺ Recommended, Subject to Clarifications : overall score Ó 70 percent and < 80 percent.

ƺ Not Recommended : overall score < 70 percent.

ƺ Notwithstanding the foregoing, any proposal scoring below 2/5 on a critical Criterion shall be 

automatically disqualified, regardless of its overall percentage.

Final decision 
Award ʙEUCROF conference Amsterdam 1 ʙ3 February 2026

Scale & Feasibility Cri teria

1 Business Use Case Correspondence 15 %

2 Patient Impact Potent ial 10 %

3 Healthcare-Professional Efficiency Gains 10 % 

4 xShareñYellow Buttonò Implementation Quality 10 % 

5 Solution Quality Management & Maturity 10 % 

6 Replication Power Across Europe, Healthcare Facilities, Registries, and Studies 10 %

7 EHDS & EEHRxF Awareness and Adoption 5 %

8 EUCROF Code & Data-Protection Compliance 15 %

9 Built-In Lessons Learned Process 5 %

10 Effectiveness of Business Case Implementation 5 %

11 Usability and Accessibility evaluation Criteria 5%

Total 100 %



Assessment and evaluation framework

After being awarded

Technical Conformity Assessment ʙthird party
ƺ Home - xShare Project IPS+ v0.1.0
ƺ https://x -bundles.ehr -exchange -format.eu/

Use Case specific DPIA 
ƺ Data flow / Architecture

xShare Label (where applicable)
https://xshare -project.eu/xshare -industry -label/
ƺ Bronze
ƺ Silver
ƺ Gold

EUCROF - CoC certificate ʙCOSUP 
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Timeline Open Calls

Dec 15 2025

Application

EUCROF 

Website: 

https://eucrof.eu/?

s=open+calls

Jan 15 2025

Decision 

Notification 

Nominees

Feb 1- 3 2026 

Awarding 

EUCROF 
Conference 
Amsterdam

https://conference.eu
crof.eu/

April 15 2026

Contract 

Techn. Assessment

xShare label

Implementation BUC

Nov 15 2026

End of execution 

Code of Conduct certificate

Deliverable as defined in contract

028

https://eucrof.eu/?s=open+calls
https://eucrof.eu/?s=open+calls
https://conference.eucrof.eu/
https://conference.eucrof.eu/


International Patient Summary Plus (IPS+)

Dipak Kalra
Rebecca Baker



Sharing Data with the xShare Yellow Button and the Patient at the Center
Supporting Primary and Secondary use

Healthcare
Hospitals

Clinics

Clinical 
Research

Public HealthYellow button



International Patient Summary (IPS)

International Patient Summary Plus (IPS+)

Health, healthcare, cross-border care

Public Health, Clinical Research, etc. 



Carry out business use case analysis to identify clinical research use cases leveraging real world EHR data. 

Carry out gap analysis to determine the extent to which the EEHRxF (mainly the IPS) would be sufficiently 
rich to deliver value to these use cases.

Identify modest candidate data set extensions to the IPS and propose a new HID, the EHRxF IPS + .

Develop necessary research extensions to IPS + and CDISC, to resolve gaps as needed .

Test, demonstrate , and validate data availability, quality and utility of IPS + in real world data sets.

Engage patients in accessing and using the IPS + through an open call to EUCROF members

Clinical Research Objectives 



Patient ID
Site ID

Vital Signs (VS)

Demographics 
(DM)

Concomitant
Medications (CM)

Diagnostic Results 
(LB, ECG)

Medical Devices

Medical History (MH)

Reproductive 
Findings (RP)

Subject 
Characteristics 

(SC)

Immunizations

Disposition (DS)

Study
Design (SD)

Exposure (EX)

Comments (CO)

Protocol Deviations 
(PD)

Drug Accountability 
(DA)

Substance Use 
(SU)

Procedures
(PR)

Adverse
Events (AE)

HL7 FHIR IPS 
Compared 
with
CDISC 
for Research
& Public Health

Research Study
Information 

(Plan/Conduct)



1) Data Element Sources 2)Core Element Set 3) Terminology 
љcċƖůŸŰŔǍċƣŔŸŰњ

NEXT STEPS
(Putting the 
Core Data 

Element Set 
into Use):

Consensus -
building, 

Validation in 
New Health 
Information 

Domains 
(HIDs), e.g., 

IPS+ BUC, Care 
Plans, 

Telemonitoring, 
Public Health

Developing the xSHARE
Core Data Element Set
and IPS +



Items

PS-Data Element = Adverse Event**
CDISC- Adverse Events (AE)
Allergies and Intolerances 

ü Start Date
ü End Date
ü Reaction
ü Manifestation 
ü Severity

ü Adverse Event Term 
ü Adverse Event Start Date
ü Ongoing Adverse Event
ü Adverse Event End Date
ü Adverse Event Severity
ü Serious Cri teria Met 

ü AE Result in Death
ü Death Date

ü AE L ife Threatening
ü AE Hospitalization
ü AE Disabi lity or Permanent Damage
ü AE Congenital Anomaly or Birth 

Defect
ü AE Needs Intervention to Prevent 

Impairment
ü AE Other Serious Important Medical 

Event
ü Action Taken with Study Treatment
ü Outcome

**Category Not in HL7 FHIR IPS IG
Essential to research тlikely not found in health care 
records

Note: Items in black are proposed to add to IPS to support secondary use.



Medical 

History

For medical history, the term is as collected. It is then 
standardized using MedDRA codes. Condition in SNOMED = 404684003 ςClinical Finding

What condition = 
73211009 

Diabetes mellitus (disorder)

The question

The answer



NCIt 
C-Code

SNOMED 
Code -

Question

SNOMED 
Code -

Answer

Data 
Element

CDASHIG 

Definition

CDASH 
Question 

Text

CDASH 
Prompt

CDISC 
Codelist

IPS 
Category

CDISC 
Domain

xShare Core Harmonized Data Elements

NCIt 
C-Code

SNOMED 

Code -

Question

SNOMED 

Code -

Answer

USCDI 

v4.0 Data 

Element

CDASHIG 

Variable 
Label

Data 
Element

IPS 
Category

CDISC 
Domain

CDASH 
Question 

Text

CDASH 
Prompt

CDISC 
CodelistxShare Core Harmonized Data Elements



Terminology Perspectives for Adoption Sites

All codes available
ƺ Allows clinicians to use any 

appropriate code

ƺ IPS valuesets can be over 1000 

terms

ƺ SNOMED has browser tools to aid 

clinicians to identify the terms (and 

codes) needed for clinical care 

documentation

Defined, limited codelists
ƺ Provides smaller, predefined set of 

terms and codes

ƺ Ensures researchers use consistent 

terminology when designing study 

forms regardless of format

Supports flexibility for precise 

clinical documentation

Promotes interoperability and 

rigor required for clinical research

OPTION 1 OPTION 2



FHIR to CDISC Map Core Harmonized Dataset Value set alignment Workflow to Trigger IPS+

HL7 FHIR International Patient Summary xShare IPS+ provides tools to implement the HL7 IPS for 
clinical research and public health

Implementerôs 

will start with IPS

And use the 

IPS+ as a guide 

to enhance the 

specification for 

research

Tools in IPS+



Use Cases

ǒ Study/protocol feasibility
Through federated queries on repositories of 

IPS+ summaries, e.g. at hospital, regional or 

national level

ǒ Potential study participation
Individuals explore potential clinical studies by 

leveraging their up-to-date IPS+ health data 

through a PHR via the xShare Yellow Button

ǒ Study support
Research question responses and eCRF filling



User Acceptance

Mario Fregonara Medici



Accessibility & Usability for Healthcare Applications

Digital accessibility is an important aspect of the EU commitment to
inclusion of diversity and creating a 'Union of ŕǋǩīƐźǡȇʧ.

All online services and digital information provided by public sector bodies
(including healthcare organizations) across the EU must be accessible to
all persons, regardless of ability, which is essential for an inclusive society
(with the ʤĕŕņAccessibility DźǌŕŇǡźȀŕʥ- applicable since 2021 ).

ǒ Goal: Ensure digital health tools are usable, safe, and inclusive for all
patients and clinicians



Why it matters

ǒ Patient safety : reduce errors and misinterpretation

ǒ Legal compliance : regulatory risk mitigation

ǒ Health equity : it includes older adults and people with disabilities

ǒ Poor usability : it causes missed care and abandonment

ǒ Business impact : lower support costs, higher adherence



EU legislation
ǒ The ʤWeb Accessibility Directive ʥ(WAD) obliges all EU public sector bodies

(including healthcare organizations) to make their online services, website
information and mobile apps accessible to all persons, regardless of ability .

ǒ The ʤEuropean Accessibility Actʥ(EAA) is applicable since 28 June 2025 . It
establishes common accessibility requirements for ʤŮŕƛŕǌīƐʥonline
products and services to be accessible to persons with disabilities and
elderly people .

ǒ The EAA requirements are complementary to the WAD in general terms .

ǒ The main European standard supporting implementation of both directives
is EN301549 .



Core principles
ǒ Adopt POUR: Perceivable, Operable, Understandable, Robust
ǒ User-centered design, including research activities
ǒ Privacy and clinical safety by design and default
ǒ Better clinical outcomes

People and contexts
ǒ Diverse users: vision, hearing, motor, cognition, language, digital literacy
ǒ Different care scenarios : clinic, bedside, emergency, home
ǒ Different technology contexts : connectivity bandwidth, number and type of

medical devices
ǒ Deliverable : 4ʙ6 personas in the Business Use Case scenarios



User interface and experience specifications
ǒ Clear information hierarchy and necessary settings
ǒ Simplified workflows for time -critical tasks
ǒ Inline validation, error prevention, and recovery paths
ǒ Progressive disclosure for non -critical details

Clinical safety requirements and usability
ǒ Alert prioritization to reduce fatigue
ǒ Confirmations for high -risk actions, data or setting changes and

override logging
ǒ Avoid ambiguous labels (e.g.: medication and dosing flows)
ǒ Audit trails for traceability and incident review



Technical Requirements

Peter Casteleyn



Technical requirements

Initiatives should follow as 
much as possible the IPS+ 
Implementation Guide
ƺ IPS+ required for all use cases

ƺ Technology architecture for use

cases BUC2, BUC3 and BUC10

Implementation Guide link:
https://hl7.eu/fhir/ig/xshare-ips-plus/



FHIR to CDISC Map Core Harmonized Dataset Value set alignment Workflow to Trigger IPS+

HL7 FHIR International Patient Summary xShare IPS+ provides tools to implement the HL7 IPS for 
clinical research and public health

Implementerôs 

will start with IPS

And use the 

IPS+ as a guide 

to enhance the 

specification for 

research

Tools in IPS+

Implementation Guides



Implementation Guide - structure

Describes in detail:

Å IPS+ structure (xShare 

Core Harmonized Data 

Elements), FHIR resources, 

concept and value mapping

ÅData flow diagrams for 3 

use cases

ÅLinks to relevant information

Documents the 

why of the IPS+ 

and use cases
Describes the 

functionality for 3 

use cases

Describes 

the IPS+

Links to artefacts 

for download



IPS+ - to be used in all use cases

Core Harmonized D ata 
Elements

FHIR ʙCDISC SDTM mapping 
for IPS+ (example Observation 
Results Lab)

SNOMED, LOINC mappings 
(subsets)



Use Cases

ǒ Study/protocol feasibility
Through federated queries on repositories of 

IPS+ summaries, e.g. at hospital, regional or 

national level

ǒ Potential study participation
Individuals explore potential clinical studies by 

leveraging their up-to-date IPS+ health data 

through a PHR via the xShare Yellow Button

ǒ Study support
Research question responses and eCRF filling



Detailed use cases - data flows (1/3)

Base setup



Detailed use cases - data flows (2/3)

Study/protocol feasibility 
(BUC2)

Individuals share data for potential 
study participation (BUC3)



Detailed use cases - data flows (3/3)

Observational studies/registries Prospective clinical trials

Study support PHR/EHRs to Study Database Systems or EDC (BUC10)



Overall technical considerations

Open architecture
ƺ Preference for highest interoperability

Security & GDPR
ƺ Security following https://hl7.org/ fhir /R4/ security.html
ƺ Preference for minimal (ideally none) patient data in persistent storage



Adoption kit: xBundle for xShare IPS+ for research

Link: https://x -bundles.ehr -
exchange -format.eu/xb -
3/main.html

Holds references to:
All use cases
IPS+ implementation guide
IPS+ core data set
Base synthetic data

https://x-bundles.ehr-exchange-format.eu/xb-3/main.html
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Demonstration
Jean-Sébastien Gosuin



Who we are

Curewiki 
ʂ Patient -first digital platform helping 

citizens discover and pre -screen for 
clinical trials.

ʂ 38,740 patients and volunteers 
supported

ʂ 5.83 million data points collected
ʂ AI-driven eligibility engine for 24,000+ 

European studies

Vito (We Are)
ʂ Flemish RTO enabling secure data 

exchange via the We Are datapod 
platform from Vitalink, the regional EHR 
repository.

ʂ Connector for structured vaccination and 
prescription data

ʂ Handles granular, patient -controlled 
consent

Together we demonstrate real -world implementation of citizen -initiated data sharing under 
EHDS standards.


